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Dear Bosmat Friedman: 

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced 

above and have determined the device is substantially equivalent (for the indications for use stated in the 

enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 

enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 

with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 

premarket approval application (PMA). You may, therefore, market the device, subject to the general 

controls provisions of the Act. Although this letter refers to your product as a device, please be aware that 

some cleared products may instead be combination products. The 510(k) Premarket Notification Database 

located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 

product submissions. The general controls provisions of the Act include requirements for annual registration, 

listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 

adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. We 

remind you, however, that device labeling must be truthful and not misleading. 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 

subject to additional controls. Existing major regulations affecting your device can be found in the Code of 

Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 

concerning your device in the Federal Register. 

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA 

has made a determination that your device complies with other requirements of the Act or any Federal 

statutes and regulations administered by other Federal agencies. You must comply with all the Act's 

requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 
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801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for 

devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 

https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-

combination-products); good manufacturing practice requirements as set forth in the quality systems (QS) 

regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for 

combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-

542 of the Act); 21 CFR 1000-1050. 

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 

803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-

mdr-how-report-medical-device-problems. 

For comprehensive regulatory information about medical devices and radiation-emitting products, including 

information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-

devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn 

(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the 

Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 

the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-

assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 

by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100). 

Sincerely, 

Long Chen, Ph.D. 

Assistant Director 

DHT4A: Division of General Surgery Devices 

OHT4: Office of Surgical 

    and Infection Control Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

Enclosure 
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FQN ?JY5Xa FR\\^N 6XW]JRWVNW] DNVX_JU Eb\]NV R\ J \RWPUN ^\N \]N[RUN MN_RLN% <] R\
LXVY[R\NM XO J MX^KUN `JUU RWOUJ]JKUN YXUb^[N]QJWN LQJVKN[ `QRLQ R\ VX^W]NM XW JW
RW\N[]RXW \QJO] JWM R\ Y[X_RMNM `R]Q ]`X YX[] \RcN\% BWLN ]QN \QJO] R\ RW\N[]NM ]X ]QN
JKMXVRWJU LJ_R]b# ]QN LQJVKN[ R\ MNYUXbNM JWM ]QN X[PJW ]X KN VX[LNUUJ]NM R\ YUJLNM
`R]QRW ]QN LQJVKN[% FQN LQJVKN[ R\ ]QNW RWOUJ]NM ^\RWP JW Na]N[WJU QJWMY^VY JWM ]QN
\UNN_N XO ]QN LQJVKN[ R\ Na]N[RX[RcNM% FQN \NUNL]NM YX[] R\ ]QNW YUJLNM X_N[ ]QN \UNN_N
RW ]QN RWLR\RXW \R]N JWM ]QN X[PJW LJW KN VJW^JUUb VX[LNUUJ]NM% BWLN VX[LNUUJ]RXW R\
LXVYUN]N# ]QN YX[] R\ [NVX_NM# JWM ]QN LQJVKN[ R\ MNOUJ]NM JWM [NVX_NM O[XV ]QN
YJ]RNW]%

("( 2("%! .%)(- $),:-#

FQN ?JY5Xa FR\\^N 6XW]JRWVNW] DNVX_JU Eb\]NV R\ RWMRLJ]NM ]X LXW]JRW JWM R\XUJ]N
]R\\^N M^[RWP# X[ Y[RX[ ]X# \^[PRLJU [NVX_JU JWM&X[ Na][JLX[YX[NJU VJW^JU VX[LNUUJ]RXW%

6XW][JRWMRLJ]RXW\1 FQN ?JY5Xa FR\\^N 6XW]JRWVNW] DNVX_JU Eb\]NV R\
LXW][JRWMRLJ]NM OX[ UJYJ[X\LXYRL YX`N[ VX[LNUUJ]RXW M^[RWP PbWNLXUXPRL Y[XLNM^[N\%
FQN ?JY5Xa FR\\^N 6XW]JRWVNW] DNVX_JU Eb\]NV R\ LXW][JRWMRLJ]NM OX[ ^\N `R]Q
YX`N[NM L^]]RWP MN_RLN\  N%P%# YX`N[ VX[LNUUJ]X[\# NUNL][X\^[PRLJU JWM UJ\N[
RW\][^VNW]\!# JWM `QNW# RW ]QN S^MPVNW] XO ]QN YQb\RLRJW# ^\N XO \^LQ J MN_RLN `X^UM
KN LXW][J[b ]X ]QN KN\] RW]N[N\] XO ]QN YJ]RNW]%
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FQN \^KSNL] JWM Y[NMRLJ]N MN_RLN\ J[N KX]Q \RWPUN ^\N ]R\\^N KJP\ RW]NWMNM ]X [N][RN_N
JWM LXW]JRW \YNLRVNW M^[RWP Na][JLX[YX[NJU VJW^JU VX[LNUUJ]RXW%

FQN OXUUX`RWP ]JKUN Y[X_RMN\ J LXVYJ[R\XW `R]Q ]QN Y[NMRLJ]N1
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;SPEVDU /PEF 3/6 3/6 =BNF

5OEJDBUJPO GPS
?TF

>IF 7BQ.PY >JTTVF /POUBJONFOU <FNPWBM
=ZTUFN JT JOEJDBUFE UP DPOUBJO BOE JTPMBUF
UJTTVF EVSJOH! PS QSJPS UP! TVSHJDBM SFNPWBM
BOE$PS FYUSBDPSQPSFBM NBOVBM
NPSDFMMBUJPO#
/POUSBJOEJDBUJPOT+ >IF 7BQ.PY >JTTVF
/POUBJONFOU <FNPWBM =ZTUFN JT
DPOUSBJOEJDBUFE GPS MBQBSPTDPQJD QPXFS
NPSDFMMBUJPO EVSJOH HZOFDPMPHJD
QSPDFEVSFT#
>IF 7BQ.PY >JTTVF /POUBJONFOU <FNPWBM
=ZTUFN JT DPOUSBJOEJDBUFE GPS VTF XJUI

>IF -QQMJFE 8FEJDBM >JTTVF
/POUBJONFOU =ZTUFN JT JOEJDBUFE UP
DPOUBJO BOE JTPMBUF UJTTVF EVSJOH! PS
QSJPS UP! TVSHJDBM SFNPWBM BOE$PS
FYUSBDPSQPSFBM NBOVBM NPSDFMMBUJPO#
/POUSBJOEJDBUJPOT+ >IF >JTTVF
/POUBJONFOU =ZTUFN JT
DPOUSBJOEJDBUFE GPS MBQBSPTDPQJD
QPXFS NPSDFMMBUJPO EVSJOH
HZOFDPMPHJD QSPDFEVSFT#
>IF >JTTVF /POUBJONFOU =ZTUFN JT
DPOUSBJOEJDBUFE GPS VTF XJUI QPXFSFE

=BNF
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QPXFSFE DVUUJOH EFWJDFT F#H#! QPXFS
NPSDFMMBUPST! FMFDUSPTVSHJDBM BOE MBTFS
JOTUSVNFOUT ! BOE XIFO! JO UIF KVEHNFOU
PG UIF QIZTJDJBO! VTF PG TVDI B EFWJDF
XPVME CF DPOUSBSZ UP UIF CFTU JOUFSFTU PG
UIF QBUJFOU#

DVUUJOH EFWJDFT F#H#! QPXFS
NPSDFMMBUPST! FMFDUSPTVSHJDBM BOE MBTFS
JOTUSVNFOUT ! BOE XIFO! JO UIF
KVEHNFOU PG UIF QIZTJDJBO! VTF PG TVDI
B EFWJDF XPVME CF DPOUSBSZ UP UIF CFTU
JOUFSFTU PG UIF QBUJFOU

;SJODJQMF PG
:QFSBUJPO

5OTFSUFE UISPVHI VNCJMJDBM JODJTJPO UP UIF
BCEPNJOBM DBWJUZ! IBOE QVNQ JT DPOOFDUFE
BOE DIBNCFS JT JOGMBUFE! PSHBO QMBDFE JO
DIBNCFS! JODJTJPO TJ[F JT JODSFBTFE BOE
DIBNCFS TMFFWF JT FYUFSJPSJ[FE! QPSU JT
QMBDFE! NBOVBM NPSDFMMBUJPO JT QFSGPSNFE
BOE BU DPNQMFUJPO QPSU JT SFNPWFE! BOE
DIBNCFS JT EFGMBUFE BOE SFNPWFE#

2PMEFE BOE JOTFSUFE UISPVHI VNCJMJDBM
JODJTJPO UP UIF BCEPNJOBM DBWJUZ!
PSHBO QMBDFE JO CBH! CBH PQFOJOH JT
FYUFSJPSJ[FE! CBH SJN GPMEFE VOUJM
PSHBO SFBDIFT UIF TVSGBDF BOE 3VBSE JT
QMBDFE! NBOVBM NPSDFMMBUJPO JT
QFSGPSNFE BOE BU DPNQMFUJPO 3VBSE
BOE CBH BSF SFNPWFE#

=JNJMBS, >IF
QFSGPSNBODF PG
UIF 7BQ.PY
=ZTUFN XBT
FWBMVBUFE WJB
CFODI BOE
VTBCJMJUZ
UFTUJOH! UIF
SFTVMUT PG XIJDI
TVQQPSU PVS
TVCTUBOUJBM
FRVJWBMFODZ
DMBJN

/IBNCFS$CBH
BOE ;PSU$3VBSE
8BUFSJBMT

>;? ;PMZVSFUIBOF GJMN! 9ZMPO
SFJOGPSDFE GBCSJD BOE QPMZVSFUIBOF QPSU

>;? ;PMZVSFUIBOF BOE DPJMFE 40;1
QPSU

=JNJMBS

.JPDPNQBUJCJMJUZ >IF DIBNCFS XBT UFTUFE GPS /ZUPUPYJDJUZ!
=FOTJUJ[BUJPO! 5SSJUBUJPO! -DVUF =ZTUFNJD
>PYJDJUZ! ;ZSPHFOJDJUZ BOE 5OGSBSFE
=QFDUSPTDPQZ# -MM UFTUT TVDDFTTGVMMZ
QBTTFE#

;FS '&% L TVNNBSZ! UIF EFWJDF XBT
UFTUFE GPS /ZUPUPYJDJUZ! 5SSJUBUJPO BOE
=FOTJUJ[BUJPO

=BNF

=JOHMF VTF AFT AFT =BNF

=UFSJMJUZ 1U: 1U: =BNF

*203/740/5 +:892:<42;

;VODUVSF 2PSDF
DIBNCFS$.BH

>FTUFE BHBJOTU QSFEJDBUF >FTUFE BHBJOTU QSFEJDBUF 7BQ.PY ZJFMEFE
TVQFSJPS SFTVMUT

;VODUVSF 2PSDF
;PSU$3VBSE

>FTUFE BHBJOTU QSFEJDBUF >FTUFE BHBJOTU QSFEJDBUF 7BQ.PY ZJFMEFE
TVQFSJPS SFTVMUT

@JSBM
;FOFUSBUJPO QFS
-=>8 2 &()&

;BTT ;BTT =BNF

4Wb MROON[NWLN\ RW ]NLQWXUXPRLJU LQJ[JL]N[R\]RL\ MX WX] [JR\N MROON[NW] Z^N\]RXW\ XO
\JON]b X[ NOONL]R_NWN\\%
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FQN OXUUX`RWP YN[OX[VJWLN MJ]J R\ Y[X_RMNM RW \^YYX[] XO ]QN \^K\]JW]RJU NZ^R_JUNWLN
MN]N[VRWJ]RXW%

8M@KDFDR<MDIH <H? 8C@FA!3DA@,
E]N[RURcJ]RXW _JURMJ]RXW `J\ YN[OX[VNM RW JLLX[MJWLN `R]Q <EB (((*,# E]N[RURcJ]RXW XO
QNJU]Q$LJ[N Y[XM^L]\ $ 8]QbUNWN XaRMN $ DNZ^R[NVNW]\ OX[ ]QN MN_NUXYVNW]# _JURMJ]RXW
JWM [X^]RWN LXW][XU XO J \]N[RURcJ]RXW Y[XLN\\ OX[ VNMRLJU MN_RLN\% EQNUO$URON ]N\]RWP `J\
YN[OX[VNM ]X N_JU^J]N YJLTJPN RW]NP[R]b JWM MN_RLN O^WL]RXWJUR]b OXUUX`RWP J[]RORLRJU
JPRWP JWM \RV^UJ]NM ][JW\R] LXWMR]RXWRWP%

.DI>IGJ<MD=DFDMQ,
FQN OXUUX`RWP KRXLXVYJ]RKRUR]b ]N\]\ `N[N YN[OX[VNM XW ]QN ?JY5Xa FR\\^N
6XW]JRWVNW] DNVX_JU Eb\]NV1
$ 6b]X]XaRLR]b
$ ENW\R]RcJ]RXW
$ <[[R]J]RXW
$ 4L^]N Eb\]NVRL FXaRLR]b
$ Cb[XPNWRLR]b
$ <WO[J[NM EYNL][X\LXYb

5IH!/FDHD><F 6@KAIKG<H>@ 9@LMDHB,
FQN ?JY5Xa FR\\^N 6XW]JRWVNW] DNVX_JU Eb\]NV QJ\ ^WMN[PXWN JWM \^LLN\\O^UUb
YJ\\NM ]QN OXUUX`RWP ]N\]\1
$ CN[OX[VJWLN 6QJ[JL]N[RcJ]RXW <W$HR_X E]^Mb
$ 6X[[X\RXW DN\R\]JWLN
$ C[N\\^[N DNURNO HJU_N FN\]RWP
$ 5^[\] C[N\\^[N 8_JU^J]RXW
$ C^WL]^[RWP 9X[LN 6XVYJ[J]R_N FN\]
$ 5XWM E][NWP]Q FN\]
$ 7RVNW\RXWJU HN[RORLJ]RXW FN\]
$ 6UX\^[N <W]NP[R]b FN\]1 5^KKUN FN\]
$ HR[JU CNWN][J]RXW 4EF@ @N]QXM 9 (-.(
$ 7N\RPW JWM CN[OX[VJWLN HJURMJ]RXW FN\]
$ 6URWRLJU ERV^UJ]RXW E]^Mb
$ F[JRWRWP HJURMJ]RXW E]^Mb
$ @JaRV^V X[PJW \RcN ]N\]RWP

("+ /)(!&/-%)(

FQN ?JY5Xa FR\\^N 6XW]JRWVNW] DNVX_JU Eb\]NV QJ\ ]QN \JVN RWMRLJ]RXW\ OX[ ^\N J\
R]\ Y[NMRLJ]N# ]QN FR\\^N 6XW]JRWVNW] Eb\]NV% FQN VJRW ]NLQWXUXPRLJU MROON[NWLN
KN]`NNW ]QN ?JY5Xa FR\\^N 6XW]JRWVNW] DNVX_JU Eb\]NV JWM ]QN Y[NMRLJ]N QJ_N
KNNW N_JU^J]NM ]Q[X^PQ Na]NW\R_N KNWLQ ]N\]RWP LX^YUNM `R]Q ^\JKRUR]b ]N\]RWP% FQN
LXVYJWb QJ\ Y[X_RMNM \^OORLRNW] LXVYJ[J]R_N ]N\]RWP KN]`NNW ]QN ?JY5Xa FR\\^N
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6XW]JRWVNW] DNVX_JU Eb\]NV JWM ]QN Y[NMRLJ]N# @JW^JU @X[LNUUJ]RXW 6XW]JRWVNW] J\
`NUU J\ JMMR]RXWJU Y[N$LURWRLJU KNWLQ JWM ^\JKRUR]b MJ]J ]X MNVXW\][J]N X^[ \^K\]JW]RJU
NZ^R_JUNWLb LUJRV% 6XW\NZ^NW]Ub# R] R\ LUNJ[ ]QJ] ]QN ?JY5Xa FR\\^N 6XW]JRWVNW]
DNVX_JU Eb\]NV R\ J\ \JON JWM NOONL]R_N J\ R]\ Y[RVJ[b Y[NMRLJ]N `R]QX^] [JR\RWP JWb
WN` \JON]b JWM&X[ NOONL]R_NWN\\ LXWLN[W\%
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